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REMARKS 

Claims 1-20 are pending in the application. Claims 1, 13 and 19 are amended. 
Reconsideration of the previously rejected claims and favorable action is requested in light of 
the above amendments and the following remarks. 

Claim Rejections 

The Office Action rejects claims 1-20 under 35 U.S. C. § 103(a) as being unpatentable 
over Publication WO 99/62403 to Hickle (hereafter "Hickle) in view of U.S. Patent No. 
5,513,634 to Jackson ("Jackson") and in view of various other references, as discussed in 
more detail below. Insofar as these grounds for rejection apply to the present claims, 
Applicant respectfully traverses. 

The USPTO has issued examination guidelines for determining obviousness under 35 
U.S.C. 103 in view of the Supreme Court decision in KSR International Co. v. Teleflex Inc. 
First an examiner must complete the basic factual inquiries of Graham v. John Deere Co. 
Next, seven rationales are provided in 72 Fed. Reg. 57526 (dated October 10, 2007) to 
determine whether the claimed invention would have been obvious to one of ordinary skill in 
the art: (A) combining prior art elements according to known methods to yield predictable 
results; (B) simple substitution of one known element for another to obtain predictable 
results; (C) use of known technique to improve similar devices (methods, or products) in the 
same way; (D) applying a known technique to a known device (method, or product) ready for 
improvement to yield predictable results; (E) "obvious to try" — choosing from a finite 
number of identified, predictable solutions, with a reasonable expectation of success; (F) 
known work in one field of endeavor may prompt variations of it for use in either the same 
field or a different one based on design incentives or other market forces if the variations 
would have been predictable to one of ordinary skill in the art; and (G) some teaching, 
suggestion, or motivation in the prior art that would have led one of ordinary skill to modify 
the prior art reference or to combine prior art reference teachings to arrive at the claimed 
invention. The MPEP further clarifies that the prior art references must disclose or suggest 
all of the claimed features. See MPEP 2143. Applicant respectfully submits that these 
criteria have not been met by the references asserted against the current claims. 

Hickle in view of Jackson 

The Office Action rejects claims 1-2, 9, 13, and 18 under 35 U.S.C. § 103(a) 
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unpatentable over Hickle in view of Jackson. 

Hickle discloses a care system for alleviating patient pain, anxiety and discomfort 
associated with medical or surgical procedures. Embodiments of the Hickle system include a 
health monitor device coupled to a patient and generating a signal reflecting at least one 
physiological condition of the patient; a drug delivery controller supplying one or more drugs 
to the patient; a memory device reflecting parameters of at least one patient physiological 
condition; and an electronic controller interconnected between the patient health monitor, the 
drug delivery controller and the memory device. The electronic controller is capable of 
effecting a change in the drug supply delivered to the patient by the drug controller depending 
on a comparison between at least one patient physiological condition and its corresponding 
value reflected in the memory parameters. As noted by the Examiner, Hickle fails to disclose 
a bite block. 

Jackson discloses a bite block for supplying oxygen to a patient's nostrils during an 
endoscopic procedure. (Jackson, Abstract). 

Claim 1 of the present application recites, in part, "A sedation and analgesia system, 
comprising ... an electronic controller interconnected with the patient health monitor, the user 
interface, and the drug delivery controller, wherein said electronic controller receives said 
signal and in response to said signal manages the application of the drugs orally and/or 
nasally through said bite block." Hickle does not teach or suggest a bite block in fluid 
communication with a drug delivery controller, for at least the reason that Hickle does not 
even teach use of a bite block. Jackson fails to supply this deficiency by simply disclosing a 
bite block used for endoscopic procedures because Jackson discloses a bite block with 
flexible nasal prongs for insertion into the patient's nostrils to supply supplementary gas 
separately from air breathed through the patient's mouth. Jackson fails to teach or suggest 
the application of drugs orally and/or nasally. 

Thus, Hickle and Jackson, alone or in combination, fail to teach or suggest all the 
elements of claim 1. Thus, Applicant respectfully submits that claim 1 is allowable over the 
cited references. 

Claims 2 and 9 depend from claim 1 and are distinguishable over Hickle in view of 
Jackson for at least the reasons above with respect to claim 1 . 

Claim 13 recites, in part, A sedation and analgesia system, comprising ... a gas 
monitoring and delivery system supplying one or more types of gas to the patient orally 
and/or nasally. As outlined above, the combination of Hickle and Jackson fails to teach or 
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suggest supplying gas to the patient orally and/or nasally. Thus Applicant respectfully 
submits that claim 13 is allowable over the cited references for at least the reasons above with 
respect to claim 1 . 

Claim 1 8 depends from claim 13 and is distinguishable over Hickle in view of 
Jackson for at least the reasons above with respect to claim 13. 

Hickle/ Jackson in view of Kofoed 

The Office Action rejects claims 3-8, 10-11, 14-16, and 19-20 under 35 U.S.C. § 
103(a) as being unpatentable over the combination of Hickle and Jackson in view of U.S. 
Patent No. 6,312,389 to Kofoed et al. ("Kofoed"). Applicant respectfully submits that the 
criteria for a prima facie case of obviousness has not been met for the cited references as 
applied to claims 3-8, 10-11, 14-16, and 19-20 of the present invention as amended. 

As described in the Abstract, Kofoed discloses an integrated airway adapter for 
monitoring carbon dioxide concentration and respiratory flow. The adaptor comprises a 
carbon dioxide concentration monitoring portion and a respiratory flow sensor portion. 

Applicant respectfully submits that Hickle/Jackson and Kofoed fail to teach or suggest 
all the elements of claims 3-8, 10-1 1, 14-16, and 19-20. As noted above with respect to claim 
1, Hickle/Jackson does not teach or suggest the application of drugs orally and/or nasally. 
Kofoed fails to supply this deficiency. Claims 3-8 and 10-1 1 depend directly or indirectly 
from claim 1 and are distinguishable over Hickle/Jackson in view of Kofoed for at least the 
reasons above with respect to claim 1 . 

Again, as noted above with respect to claim 13, Hickle/Jackson does not teach or 
suggest supplying gas to the patient orally and/or nasally. Kofoed also fails to supply this 
deficiency. Claims 14-16 depend directly or indirectly from claim 13 and are distinguishable 
over Hickle/Jackson in view of Kofoed for at least the reasons above with respect to claim 13. 

Regarding claim 19, the claim recites, in part, "providing said sedation and analgesia 
system with programming capable of comparing patient data received through the bite block 
with estimated normal patient parameters, wherein a controller may then adjust at least one of 
gas delivery orally and/or nasally, fluid delivery, and drug delivery based on comparative 
analysis of said normal parameters and said patient data." As outlined above with respect to 
claim 1, Hickle/Jackson fails to teach or suggest gas delivery orally and/or nasally. Again, 
Kofoed fails to supply this deficiency by disclosing a carbon dioxide monitor and respiratory 
flow sensor. Thus Applicant respectfully submits that claim 19 is allowable over the cited 
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references for at least the reasons above with respect to claim 1 . 

Claim 20 depends from claim 19 and is distinguishable over Hickle/Jackson in view 
of Kofoed for at least the reasons above with respect to claim 19. 

Thus, Hickle, Jackson, and Kofoed, alone or in combination, fail to teach or suggest 
all the elements of claims 3-8, 10-1 1, 14-16, and 19-20. Thus, Applicant respectfully submits 
that these claims are allowable over the cited references. 

Hickle/Jackson in view of Weaver 

The Office Action rejects claims 12 and 17 under 35 U.S.C. § 103(a) as unpatentable 
over Hickle/Jackson in view of U.S. Patent No. 5,413,095 to Weaver ("Weaver"). Applicant 
respectfully submits that the criteria for a prima facie case of obviousness has not been met 
for the cited references as applied to claims 12 and 17 of the present invention as amended. 

As described in the Abstract, Weaver discloses a mouthpiece which directs oxygen 
into to the mouth of a patient, whether the oxygen is supplied to the patient by a single 
oxygen supply tube or by conventional nasal cannulae extending from a common oxygen 
supply tube. In addition, the mouthpiece of the invention provides auxiliary openings through 
which fingers can be inserted into a patient's mouth so as to allow for manual manipulation of 
the mouthpiece once it is placed in the mouth. 

As mentioned above, Hickle/Jackson does not disclose the application of drugs orally 
and/or nasally, as explained above regarding claim 1, nor does Hickle/Jackson disclose oral 
and/or nasal gas delivery, as explained above regarding claim 13. Weaver fails to remedy this 
deficiency as Weaver discloses only the oral delivery of oxygen and does not disclose the 
application of drugs or gas delivery orally and/or nasally. 

Neither Jackson or Weaver suggest both oral and nasal delivery of drugs or gas as 
each reference argues for delivery only through the nose or mouth. As mentioned above, 
Jackson specifically discloses the supply of a supplementary gas to the nostrils of a patient 
that is separate from the air breathed through the patient's mouth. Weaver, on the other hand, 
only discloses oral oxygen supply because "the supply of oxygen directly into the mouth 
results in reduction of hypoxia, cardiac arrhythmia, myocardial ischemia and even death." 
(Weaver, column 4 line 67 through column 5 line 2). Neither Jackson nor Weaver provide 
any motivation for the combination of these features. 

Claim 12 depends indirectly from claim 1 and contains the limitations of the base 
claim, and claim 17 depends indirectly from claim 13 and contains the limitations of that base 
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claim. Thus claims 12 and 17 are distinguishable over Hickle/Jackson in view of Weaver for 
the same reasons as claims 1 and 13 above. 

Thus, Hickle, Jackson, and Weaver, alone or in combination, fail to teach or suggest 
all the elements of claims 12 and 17. Thus, Applicant respectfully submits that claims 12 and 
1 7 are allowable over the cited references. 
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CONCLUSION 

In view of the foregoing, Applicant submits that this application is in condition for 
allowance, and such disposition is earnestly solicited. If the Examiner believes that the 
prosecution of this case might be advanced by discussing the application with Applicant's 
representative, in person, or over the telephone, Applicant's representatives would welcome 
the opportunity to do so. 

EXCEPT for fees payable under 37 CFR §1.18, the Commissioner is hereby 
authorized by this paper to charge any additional fees during the entire pendency of this 
application, including fees due under 37 CFR §1.16 and 1.17 which may be required, 
including any required extension of time fees, or credit, any overpayment to deposit account 
No. 50-1349. This paragraph is intended to be a constructive petition for extension of time in 
accordance with 37 CFR §1.1 36(a)(3). 

Respectfully submitted, 

Dated: June 16. 2008 

HOGAN & HARTSON LLP 

555 13 th Street, N.W. 
Washington, DC. 20004 
Telephone: 202-637-5600 
Facsimile: 202-637-5910 
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